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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

This Office Action is in response to the amendment filed 19 September 2008. 
Claims 2-11, 14-17, 19, 20, 22, 23, 26-28, 30 and 32-38 have been cancelled. Claims 
1, 12, 13, 18, 21, 24, 25, 29, 31 and 39-42 are pending and currently examined. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. §112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

The rejection of claims 1, 12, 13, 18-21, 23-29, 31 and 36-42 under 35 U.S.C. 
§112, second paragraph, as being indefinite is withdrawn in response to the Applicants' 
amendment. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. §102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The rejection of claims 1, 12, 13, 18-21, 23-29, 31 and 36-42 under 35 U.S.C. 
§1 02(b) as being anticipated by Condra etal. (1996) is withdrawn in response to 
Applicant's amendment. 
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The rejection of claims 1, 12, 13, 18-21, 23-29, 31 and 36-42 under 35 U.S.C. 
§1 02(a) as being anticipated by Beerenwinkel etal. (June 2002) is withdrawn in 
response to Applicant's amendment. 

The rejection of claims 1, 12, 13, 18-21, 23-29, 31 and 36-42 under 35 U.S.C. 
§1 02(b) as being anticipated by Paulsen etal. (11 June 2001) is withdrawn in response 
to Applicant's amendment. 

Response to Arguments 

The rejection of claims 1, 12, 13, 18, 21, 24, 25, 29, 31 and 39-42 under 35 
U.S.C. §1 02(b) as being anticipated by Palmer etal. (1999, hereinafter "Palmer") is 
maintained. 

The instant claims are directed to a method for determining whether a human 
immunodeficiency virus type 1 (HIV-1 ) has an increased likelihood of having a reduced 
susceptibility to treatment with amprenavir, comprising: detecting whether the protease 
encoded by said HIV-1 exhibits the presence of a mutation associated with reduced 
susceptibility to treatment with said protease inhibitor at amino acid position 1 1 , 34, 47, 
48, 50, 76, 83, 91 or 95 of an amino acid sequence of said protease, wherein the 
mutation at amino acid position 34 is Q, the mutation at amino acid position 43 is T, and 
wherein the presence of said mutation indicates that the HIV-1 has an increased 
likelihood of having reduced susceptibility to treatment with amprenavir, with the proviso 
that said mutation is not V32I, I47V, or I50V, and wherein the level of susceptibility, 
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mutations, and position number are compared to the protease sequence of the NL4-3 
reference strain. 

Applicant's arguments have been fully considered but are not persuasive. 
Applicant argues that Palmer reference does not teach in any way that any of the 
codons presently recited by the claims are significantly associated with amprenavir 
resistance. Examiner does not concur. Palmer teaches that mutation at position 48 of 
the HIV protease is known to cause resistance after protease inhibitor treatment. 
Amprenavir is a protease inhibitor, so Palmer teaches that mutation at position 48 of the 
HIV protease is significantly associated with amprenavir resistance. Besides, the 
wherein clauses are not given patentable weight because it does not materially affect 
the physical method step of detecting amino acid sequence mutation in the claimed 
invention. Palmer anticipates the instant invention so long as it teaches a method for 
determining the sequence of an HIV-1 strain and the resistant mutations such as G48V 
(Table 1 and Table 2). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. §1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The rejection of claims 1, 12, 13, 18-21, 23-29, 31 and 36-42 under 35 U.S.C. 
§1 03(a) as being obvious over Kempf et al. (August 2001 ) is withdrawn in response to 
Applicants' amendment. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Louise Humphrey whose telephone number is 571-272- 
5543. The examiner can normally be reached on Mon-Fri, 9am-5pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell, can be reached on 571-272-0974. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/L H./ 

Examiner, Art Unit 1648 
12 December 2008 
/Bruce Campell/ 

Supervisory Patent Examiner, Art Unit 1648 



